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Remarks 

Reconsideration of the Application is respectfully requested. Applicant 
respectfully requests entry of this amendment after final because the amendment to the 
claims places the claims in better form for allowance. 03 

Upon entry of the foregoing amendment, claims 1-4, 6, 7, and 24-30 are pending ^ 


in the application, with claim 1 being the independent claim. New claims 24-30 are 


for the amendment to claim 1 can be found in the specification at page 11, lines 16-20 
and page 13, lines 10-19. Support for the addition of claims 24-30 can be found at page 
11, lines 16-20. These changes are believed to introduce no new matter, and their entry 
is respectfully requested. 

Based on the above amendment and the following remarks, Applicant 
respectfully requests that the Examiner reconsider all outstanding objections and 
rejections and that they be withdrawn. 


Rejections under 35 U.S.C. § 112 

The Examiner has maintained the rejection of claims 1-4, 6 and 7 under 

35 U.S.C. § 112, first paragraph, as allegedly containing subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to use the 
invention. Office Action at page 2. Specifically, the Examiner states that "the rejection 
is on the grounds that the Applicant has not demonstrated that such products would be 


sought to be added. Support for the amendments to the claims may be found throughout CJ, 
the specification as originally filed, either inherently or explicitly. Specifically, support 
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useful as vaccines against an infectious disease." Office Action at page 3. Applicant 
respectfully traverses this rejection. 

T-Cell Receptor Mimic from Receptor Logic 

Applicant submits that the enclosed product information from Receptor Logic 
demonstrates that the gene products identified by the claimed method are useful as 
vaccine candidates. Receptor Logic has developed an integrated diagnostic and 
therapeutic approach for the design of anti-infectious disease treatments by targeting 
peptides presented by MHC molecules. See enclosed Receptor Logic Product 
Information and information from the Receptor Logic website. The Receptor Logic 
approach involves the generation of a T-cell receptor mimic antibody (TCRm) that 
recognizes peptides bound to HLA molecules. In particular, a TCRm (the 4F7 antibody) 
was generated that recognizes a peptide derived from the host cell protein eIF4G when it 
is in association with HLA-A2 molecules. eIF4G is a host cell gene product induced by 
HIV infection and has been identified as a potential CTL vaccine target. The Receptor 
Logic literature shows that T cells expressing HLA-A2 and infected with HIV could be 
specifically stained with the 4F7 antibody. The results indicate that the 4F7 antibody 
successfully detected the eIF4G peptide on the surface of the HIV-infected cells. 

Importantly, these results validate Receptor Logic's discovery approach and 
demonstrate the therapeutic potential of TCRm for anti-infectious disease treatment. 
According to Receptor Logic, this approach can be used to select optimal vaccine 
candidates and to monitor the efficacy of such candidates at stimulating the body's 
immune system. Given the successful results with the 4F7 antibody, it is reasonable to 
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conclude that the gene products identified by the claimed method would also be useful as 
vaccines against an infectious disease. 

The Veronese reference and the Hunt Declaration 

Applicant submits that the previously submitted Veronese reference and Hunt 
declaration provide sufficient support to enable to the identification of host products as 
vaccine targets. Veronese teaches that HIV infection upregulates the synthesis of the 
endogenous host protein, vinculin, which in turn causes the "priming of autoreactive 
vinculin-specific CTL responses." See Veronese at page 2515. The point of the reference 
was "[t]he identification of naturally processed, class I-presented peptides unique to 
HIV-infected cells," whether these peptides are viral or endogenous. See Veronese at 
page 2509. Hence, this reference confirms the plausibility of potential vaccine targets 
for infectious diseases which are based on differentially expressed self-peptides. 

As disclosed in the present specification, cellular peptides derived by degradation 
of endogenously synthesized proteins bind to class I MHC molecules for transport to the 
cell surface. These class I MHC:peptide complexes are the target antigens for specific 
CD8+ cytotoxic T cells. See specification at page 14, lines 8-11. Hence, in order for the 
peptides to be recognized by the cytotoxic T-cells, the peptides must be presented on the 
MHC molecule and not as secreted proteins. Therefore, the claims are commensurate in 
scope with the Declaration of Dr. Donald F. Hunt ("the Hunt Declaration") and one of 
ordinary skill in the art would be capable of making and using the invention. 
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Summary 

Given the present amendments, the Veronese reference, the Hunt Declaration, and 
the newly submitted evidence of Receptor Logic's TCRm, one of ordinary skill in the art 
would be able to make and use the invention as claimed. Thus, the Applicant believes 
that the present claims are fully enabled and meet all the requirements of 35 U.S.C. § 
112, first paragraph. Accordingly, reconsideration and withdrawal of the rejection is 
respectfully requested. 
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Conclusion 

All of the stated grounds of objection and rejection have been properly traversed, 
accommodated, or rendered moot. Applicant therefore respectfully requests that the 
Examiner reconsider all presently outstanding objections and rejections and that they be 
withdrawn. Applicant believes that a full and complete reply has been made to the 
outstanding Office Action and, as such, the present application is in condition for 
allowance. If the Examiner believes, for any reason, that personal communication will 
expedite prosecution of this application, the Examiner is invited to telephone the 
undersigned at the number provided. 

Respectfully submitted, 

Sterne, Kessler, Goldstein & Fox p.l.l.c. 

Helene C. Carlson 
Agent for Applicant 
Registration No. 47,473 

Date: October 17, 2005 

1 100 New York Avenue, N.W. 
Washington, D.C. 20005-3934 
(202)371-2600 
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□ Home 


Receptor Logic has developed an integrated diagnostic and 
therapeutic approach to be used in the design of customized anti- 
cancer and infectious disease treatments for individual patients. This 
innovation in antibody discovery and development virtually turns cells 
inside out by targeting a peptide presented by the ubiquitous MHC 
molecules on almost all cells. These molecules transport peptides 
produced in each cell to the surface of that cell to be displayed to the 
immune system's T-cells. The company is able to generate antibodies 
against intracelluar peptides in the context of MHC molecules. MHC- 
based genomics and proteomics discoveries focusing on cancer and 
infectious diseases can now be very valuable when coupled with this 
technology. 
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□ Links 

► Market Lubbock 

Technopolis 
xChange 
Greater Austin 

► Chamber of 
Commerce 

► Bio.org 

Texas Tech 

► City Bank, Lubbock 



Receptor Logic has a system to design antibodies which can 
recognize fragments from proteins inside the cell that traditional 
antibodies cannot see. 

Receptor Logic can select optimal vaccine candidates and 
monitor their efficacy at stimulating the body's immune system. 
Receptor Logic antibodies are target specific and thus minimize 
side effects. 


© 2004 Receptor Logic. All rights reserved. Receptor Logic is a registered trademark of Receptor Logic, Ltd. Patent pen 
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